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Néu can thém thong tin, xin tham khdo y kién thay thudc.

DIURESIN SR

Thanhphan

Hoat chdt: MGivién nén bao gidi phong kéo dai chifa 1,5 mg Indapamide.

Jd dugc: Hypromellose (4000 cP), Lactose monohydrate, Povidone, Silica- colloidal,
Magnesium stearate, Hypromellose (6 ¢P), Titanium dioxide E 172, Macrogol 6000,
Lactose monohydrate.

Chidinh

Indapamid diing dé diéu tri bénh téng huyét dp vo can. Thudc c6 thé dung mét minh
hoac dung phdi hap véi cac thudc chdng tang huyét ap khdc nhu cc thudc chen beta -
adrenergic, thudc tic ché enzym chuyén ddi angiotensin, thudc chen dong calci, hodc
thudc chen alpha1 - adrenergic. Indapamid c6 thé hiép dong hodc tang cudng téc dung

~—cacthudcchong tang huyét ap khac.

Indapamid ciing dugc dung diéu tri phii va giit mudi do suy tim hodc nguyén nhan khéc.
Trong suy tim trdi nang, cdp, trudc tién phai dung cac thudc loi niéu manh hon nhu
bumetanid hoacfurosemid.

Liéulugngvacachding

Diéutritang huyétap:

Liéu dung cho ngui I6n la 1 vién 1,5 mg indapamid méi ngay, udng vao budi sang. Tac
dung ciaindapamid phattrién dan, huyét ap co thé tiép tuc giam va chi dat hiéu qud téi
da sau nhiéu thang diéu tri. Khong can thiét dung liéu I6n hon 2,5 mg indapamid vi tac
dung chdng tang huyét 4p khong tang thém ma tac dung lgi tiéu lai 16 ro. St dung
indapamid ddng thi vdi cc thudc chong tang huyét ap khac co két qué ha huyét ap tot
hon va ty 1& ngudi bénh ddp (ing vdi thudc tang so vdi nguti bénh diing mot thudc,
nhung ciing can thong béo cho nguai bénh biét khi két hop vdi thudc chdng tang huyét
apkhaccothé giatang khanang ha huyét ap thé diing.

Gan day, liéukhuyén dung 1,5 mg/ngay/11an, cho két qua tét va it phan ting phu.
Diéutriphu: :
Liéu dung cho nguoi I6n la 3.0 mg indapamid, ding mdt Ian trong ngay va sau 1 tuan c6
thé ting t6i 4.5 mg/lan/ngay. Hién nay c6 nhiing thudc lgi tiéu manh hon nhu
bumetanid hoacfurosemid.

Chiy: Chua cd kinh nghiémdung indapamid cho tréem.

Chdng chidinh
Khdng dugc dung indapamid cho nguti bénh mdi bi tai bién mach mau nao, nguoi vo
niéu, ngudi bénh ¢6 tién sttdi ing véiindapamid hodc vdi cac dan chat sulfonamid.

Thantrong

Phai dung indapamid thén trong & ngudi méc bénh than nang, vi thé tich huyét tuong
giam kem theo tdc 6 loc cdu than gidm c6 thé thic ddy tang nitrogen huyét. Néu ton
thuong than tién trién phdi nging st dung indapamid. Can than trong khi st dung
indapamid cho ngudi bénh 6 chitcnang gan suy gidm hodc ¢6 bénh gan dang tién trién,
dacbiét khi xudt hién kali huyét thanh giam, vi mét can bang nudc va dién gidi do thudc
6 théthicddy honmé gan.

Trong thoi gian diéu tri bangindapamid, phai dinh ky xac dinh nong d6 dudng huyét, dac
biét & nguoi bénh da bi hodacnghingd déi théo dudng.

Gidng thudc loi tiéu thiazid, phdi than trong khi ding indapamid & nhiing ngui bénh
cudng can giap trang hodc cc bénh tuyén gidp trang. Néu trong qud trinh sit dung
indapamid xudt hién tang calci huyét va giam phosphat huyét, phai ngiing thudc trudc
khi tién hanh thir chitc nang can gidp trang. Vi céc thudc loi tiéu thiazid ¢ thé [am trdm
trong thém bénh lupiit ban d6 toan than, nén kha nang nay c6 thé xdy ra ddi véi
indapamid. D6i véi ngudi bénh phau thuat cat bo than kinh giao cam, st dung
indapamid ciing phai than trong vi tac dung ha huyét dp ctia thudc co thé tang lén &
nhiing ngui bénh nay.

Tacdung khéng mong muén (ADR)

Tang bai niéu béng indapamid c6 thé gay rdi loan chét dién gidi thé dich. Trong qud trinh
dungindapamid, c6 thé xuathién giam kali huyét, gidm natri huyét hodc nhiém kiém do
gidm clor huyét. Gidm kali huyét la dung liéu qua cao, va la tac dung khdng mong mudn
thutng gap cha indapamid vdi ty 1é 3 - 7% ngudi bénh dung thudc. Doi khi 6 gidm natri
huyét; gidm natri huyét phat trién am i trong diéu tri dai ngay, khdng biéu hién triéu
chitng va dmitc do nhe. Tuy nhién ciing c6 thé xdy ra gidm natri huyét nang, nhung hiém.
Dudi 5% nqudi bénh dung indapamid ¢4 biéu hién tang ndng do creatinin huyét thanh
nhung khong quan trong vé mat lam sang. Mgt vai trutng hop tang acid uric huyét va rat
hiém trutng hop dan dén bénh git lam sang, trir truong hop cd tién si mac bénh giit
hodc gia dinh cd thién huéng mac bénh git, hodc cd suy than man tinh. Tang dutng
huyét va dudng niéu xudt hién dudi 1% ngudi bénh ding indapamid, do két qua thi
phét ctia giam kali huyét. St dung indapamid con dan dén gidm dung nap glucose 6 mét
s0itngudi bénh.

Ngoai réi loan vé dién gidi va chuyén hoa, indapamid con c6 nhiing phan ting khong
mongmudn sau day:

Thudng gap, ADR > 1/100

Chung: Mét mdi, yéu co.

Chuyén hda: Rdiloan dién gidiva dich.

Thén kinh trung vong: Dau dau, chdng mathoa mat.

“Tiéuhioa: Chanan, buonnon, non. '

ftgap,1/1000 <ADR< 1/100

Timmach: Ha huyét dp thé diing, danh trong nguc.

Da: Phatban, manngifa, may day.

Hiém gap, ADR < 1/1000

Méu: Gidm tiéu cau, mat bach ciu hat.

Mat: Canthi cptinh.

Covan: Chudt rit.

Hudngdan cachxitriADR

Indapamid, véi liéu diéu tri, thudng dugc dung nap tot va it ¢6 tac dung khdng mong
mudn. Gidm liéulugng déi khi, cd thé hathdp ty 1é xudt hién va mic do nghiém trong clia
céc tac dung khong mong mudn. Khoang 2 - 10% nguoi bénh dung indapamid phai
nglng st dung thudc do céc phan ing khong mong mudn gay nén. Viindapamid cé thé
géy r6i loan dién gidi nén can dinh ky xac dinh nong do céc chdt dién gidi trong huyét
thanh dacbiét doi vdiion natri, kali, clorid va bicarbonat, cho nhiing ngudi dang st dung
thudc. Dé phong ngifa hodc diéu tri giam kali huyét, can tién hanh bién phap duy tr
néng do binh thutng & huyét thanh va diéu tri b sung kali néu can. Phong gidm kali

huyét la diéu ddc biét quan trong khi st dung indapamid vi liéu 16n (> 5 mg hang ngay)
ddng thai vai glycosid tim hodc thudc lam mat kali nhu corticosteroid, corticotropin,
hodc cho ngui bénh xa gan hodc tang aldosteron va cho nhiing trugng hop ma giam kali
huyét dugc coila mdt nguy co, nhu c tién sitloan nhip that.

Dinhkyxacdinh ndng do cac chat dién gidi trong huyét thanh déc biét quan trong ddi véi
nguoi bénh ndn nhiéu, ia chdy, nguti bénh dang truyén dich, nqudi dang bibénh 6 thé
gy rdiloan cac chat dién gidinhu suy tim, bénh than va ngudi bénh an ché do nhat.
Ngudi bénh phi né ¢6 thé tang nguy co phat trién gidm natri huyét do méu loang.
Thutng diéu tri bang han ché dua dich vao cathé (500 ml/ngay) va ngimg sitdung thudc.
Trong truting hop ting acid uric huyét va bénh giit nén sit dung cht tang thai acid uric
niéu. -

Thong bdo vdi bdc sy cdc tdc dung khéng mong muén gdp phdi khi ding thuéc.

Tuong tacthuéc

Khéng dugc dung indapamid két hop vdi cac thudc loi tiéu khac vi c6 thé gay gidm kali
huyét va tang acid uric huyét. Giong thudc lgi tiéu thiazid, khdng dugc dung indapamid
ddng thai vdi lithi vi céc thudclgi tiéu gidm sy thanh thai ctia than ddi vdi lithi, do d6 gay
nguy congd dclithi.

Indapamid gidm dép (ing clia dong mach ddi véi chdt gay co mach nhu noradrenalin,
nhung mdicgidm khong d déngén can téc dung diéu tri cianoradrenalin.

Thoiky mang thai

Nghién cGu trén dong vét cho thdy thudc khdng gy doc hai ddi véi phat trién thai nhi.
Tuy vdy trén ngudi mang thai chua cd nghién ctfu day da va hoan chinh nén khong duoc
dungindapamid cho ngudi mang thai trir philgiich cia viéc sirdung thudc I6n hon bét i
nguy cotiémtang nao.

Thaiky cho con bu
Chuabiétindapamid cd phanho dtrong sita hay khong. Néu can thiét phai st dung thudc
chongui cho con b thi phdingling cho con bu.

gsiiinmg il Ol P
Tacdong ctia thudckhilaixe va van hanh may méc:
Nhiing phdn ting cé thélién quan dén ha huyét ap dong mach c6 thé xay ra 6 mot sé bénh
nhan. Do d6, kha nang ldi xe hodc van hanh may méc 6 thé bitréngai.

Qualiéu va cach xitri

Triéu chiing do qué liéu gom c rdi loan chat dién gidi, ha huyét ap, yéu co, ri loan tiéu
héa, budn ndn, non, suy ho hap.

Diéutri qua liéu la diéu tritriéu chiing, khong cd thudc gidi doc dac hiéu.

Néu qua liéu cap tinh, cantién hanh ria da day hodc gdy non ngay. Can danh gié can than
can bang nudcva chat dién gidi sau khiriia da day. Diéutri ho trg duy tri chiicnang hd hap
vatudn hoan. ‘

Dugcluchoc

Indapamid la mét sulfonamid lgi ti€u, c nhan indol, khong thudc nhom thiazid. Thudc
c6tacdung loitiéuva chdng ting huyét ap.

Tdcdung loitiéu:

Gidngthudc loi tiéu thiazid, indapamid tang bai tiét natri clorid va nudc bang cach tic ché
tai hap thu ion natri & doan lam lodng cda dng lugn xa tai v than. Thudc tang bai tiét
natriva clorid va Gmicdd ithon, kaliva magnesi, dodotang bainiéu.

Dung indapamid dai ngay c6 thé gay nhiém kiém chuyén hoa nhe, kém theo gidm kali
huyétva clor huyét. ( ngui bénh ting calci huyét, indapamid lam giam baitiét calci qua
nudc tiéu. Gidng thudc lgi tiéu thiazid, indapamid, vdi liéu diéu tri, c6 thé gidm bai tiét
acid uric qua nudc tiéu. Da cd bdo cdo trén mt s6 nqudi bénh, xudt hién ting acid uric
huyét kem theo triéu chiing, khisirdung indapamid.

Tdc dung chéng tdng huyét dp:

Tac dung chdng tang huyét dp ctia indapamid c6 co ché chii y&u ngoai than. Co ché nay
lam tinh trang tang phan ting cia mach méau i véi cdcamin co mach tr lai binh thutng
va gidm stic can dong mach nhd ngoai vi. (o ché tac dung trén mach mau dugc gidi thich
béng gidm tinh co clia co tran mach mau do thay doi trao ddi cic ion qua mang, dc biét
la fon calci, bang gian mach do kich thich tng hgp cc prostaglandin gian mach, ha
huyét &p nhu PGE2, PGI2, cudi cling bang tang cutng téc dung gidn mach cla
bradykinin.

Da chiing minh técdung chdong tang huyét ap cta thudc cé co ché ngoai than ¢ ché thudc
van duytri dugc hiéu luc chdng tang huyét &p & nhiing nguoi bénh téing huyét &p khng
con chicnang than.

ViGi liéu lugng mai ngay 1,5 mg, indapamid ¢ tic dung chdng tang huyét ap lau dai trén
ngudi bénh tang huyét ap. Nghién ciu vé lién quan liéu lvgng - tic dung, da chiing minh
rang vdiliéu moi ngay udng 2,5 mg, tic dung chdng ting huyét &p dat mitc tdi da, con tac
dung lgitiéukhong c6 biéu hiénlam sang.

Tdcdung chuyén héa:

Indapamid té ra it tac dong dén ndng da triglycerid, cholesterol toan phan, lipoprotein ty
trong cao (HDL), lipoprotein ty trong rét thap (VLDL) va lipoprotein ty trong thap (LDL)
trong huyét thanh, tuy s6 liéu khi diéu tri 1au dai con han ché. Glucose huyét thutng
khdng thay ddi, tuy vay da xdy ra tang glucose huyét d mét sé ngudibénh ding thudc.

Dugcdonghoc

Indapamid dugc hdp thu nhanh va hoan toan qua dudng da day - rudt. Thiic an hay thudc
khang acid hau nhu khdng anh hutng dén sy hap thu ciia thudc. Sau khi uéng, ndng do
dinh trong méau dat dugc trong khodng 2 dén 2,5 gid. Indapamid ua lipid va phan bé rong
rai trong cac to chiic cta co thé. Khodng 71 - 79% thudc gan véi protein huyét tuong.
Thudc ciing gan mdt cdch thuan - nghich véi carbonicanhydrase trong hdong cau. Nira doi
dao thdi ciaindapamid khodng 14 dén 18 git ¢ nguai truéng thanh chitcnang thén binh
thudng. 0 nqudsi suy giam chiic néing than, nifa doi clia thudc ciing khong kéo dai.
Indapamid chuyén héamanh & gan, cht yéu thanh cac chétlién hop glucuronidva sulfat.
Khoang 60% thudc bai tiét qua nudc tiéu trong vong 48 gid, chi c6 7% thudic bai tiét dudi
dang nguyén thé. Khodng 16 - 23% thudc bai tiét vao phan, qua duting mét. Thdm téch
mau khdng loai bé dugcindapamid ra khdi tuan hoan.

Han dung: 2 nam k& tirngay san xudt. Khong duing thuéc qué han st dung.
Bao quan: Noikho rdo, thoang mét, tranh &nh sang. O nhiét do dudi 30°C
Trinh bay: Hop/ 3 vi 10 viénnén bao phim
Tiéu chuan: Nha san xudt
Thudcbéntheodon
Gittthudcngoaitam tay tréem.
Nhasan xudt: POLFARMEX S.A
9 Jozefow Street, 99-300 Kutno,Poland



